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DECISION!
HASTINGS, Special Master.

This is an action in which the petitioner seeks an award under the Nationa Vaccine Injury
Compensation Program (hereinafter “the Program--see 42 U.S.C. § 300aa-10 et seq.?). For thereasons
st forth below, | conclude that she is not entitled to such an award.

This document congtitutes my final “decision” in this case, pursuant to 42 U.S.C. § 300aa-
12(d)(3)(A). Unlessamoationfor review of thisdecisonisfiled within 30 days, the Clerk of this Court shall
enter judgment in accord with this decision.

Also, the petitioner is reminded that, pursuant to 42 U.S.C. § 300aa-12(d)(4) and Rule 18(b)(2)
of the Vaccine Rules of this Court, this decisonwill be made available to the public unless petitioner files,
within fourteen days, an objection to the disclosure of any materid in this decison that would condtitute
“medicd filesand Smilar files the disclosure of which would congtitute a clearly unwarranted invasion of

privacy.”

The applicable statutory provisions defining the Program are found at 42 U.S.C. § 300aa-10 et
seg. (2000 ed.). Hereinafter, for ease of citation, dl "§" referenceswill beto 42 U.S.C. (2000 ed.). | will
aso sometimes refer to the Act of Congressthat created the Program as the “Vaccine Act.”



THE APPLICABLE STATUTORY SCHEME
AND CASE LAW

Under the Nationd Vaccine Injury Compensation Program (hereinafter the "Program’),
compensation awards are made to individuas who have suffered injuries after recelving vaccines. In
generd, to gain anaward, a petitioner must make a number of factud demondrations, including showings
that an individud recelved a vaccination covered by the statute; received it in the United States; suffered
aserious long-laging injury; and has received no previous avard or settlement on account of theinjury.
Findly--and the key questioninmost cases under the Program--the petitioner must dso establishacausal
link between the vaccination and the injury. In some cases, the petitioner may smply demondreate the
occurrence of what has been cdled a"Table Injury.” That is, it may be shown that the vaccine recipient
suffered an injury of the type enumerated in the “Vaccine Injury Table” corresponding to the vaccination
in question, within an applicable time period from the vaccination also specified in the Table?® If o, the
Table Injuryis presumed to have been caused by the vaccination, and the petitioner isautometically entitled
to compensation, unlessit is affirmatively shown that the injury was caused by some factor other than the
vaccination. 8 300aa-13(a)(1)(A); 8§ 300aa-11(c)(1)(C)(i); § 300aa-14(a); 8 300aa-13(a)(1)(B).

In other cases, however, the vaccine recipient may have suffered aninjury not of the type covered
inthe Vaccine Injury Table. Insuchingtances, andternaive means exists of demongrating entitlement to
a Program award. That is, the petitioner may gain an award by showing that the recipient’s injury was
“caused-in-fact” by the vaccination in question. § 300aa-13(a)(1)(A); 8 300aa-11(c)(1)(C)(ii). Insuch
agtuation, of course, the presumptions available under the Vaccine Injury Teble areinoperdtive. Itisclear
that the burdenis onthe petitioner to prove that in fact the vaccination caused the injury in question. See,
e.g., Hinesv. Secretary of HHS, 940 F. 2d 1518, 1525 (Fed. Cir. 1991); Carter v. Secretary of HHS,
21 Cl. Ct. 651, 654 (1990), Strother v. Secretary of HHS, 21 Cl. Ct. 365, 369-70 (1990), aff’ d, 950
F. 2d 731 (Fed. Cir. 1991); Shaw v. Secretary of HHS, 18 Cl. Ct. 646, 650-1 (1989). Thus, the
petitioner must supply “proof of a logicad sequence of cause and effect showing that the vaccination was
the reason for the injury. A reputable medica or scientific explanation must support this logica sequence
of cause and effect.” Strother, 21 Cl. Ct. at 370; Shaw, 18 Cl. Ct. at 650-651; Carter, 21 Cl. Ct. at
654. Further, the showing of “causation-in-fact” must satisfy the “preponderance of the evidence’
gtandard, the same standard ordinarily used in tort litigation. 8 300aa-13(8)(1)(A). Under that standard,
the petitioner mugt show that it is“ more probabl e thannot” that the vaccinationwasthe cause of theinjury.
Inre Winship, 397 U.S. 358, 371 (1970) (Harlan, J., concurring). The petitioner need not show that the
vaccination was the sole cause or even the predominant cause of the injury or condition, but must
demongtrate that the vaccinationwas at least a* subgtantia factor” in causing the condition, and was a* but
for” cause. Shyfacev. Secretary of HHS, 165 F. 3d 1344, 1352 (Fed. Cir. 1999).

3The origina version of the Vaccine Injury Table was contained in the statute, at § 300aa-14(a).
Aswill be detailed below, however, the Table has been adminigtratively amended.
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BACKGROUND FACTS

The petitioner, E. Barbara Snyder, wasbornin 1946. The records of this case do not indicate any
unusua medica history for petitioner prior to February of 1992.

OnFebruary 10, 1992, at age 45, petitioner receivedan“MMR” --i.e., meades, mumps, rubella--
vaccingion. (Ex.2*) Eighteen dayslater, on February 28, petitioner visited Dr. Michele Anthony, where
she reported that Sincethe vaccination she had experienced the onset of arash, dight fever, “thick throat,”
lymph nodes, and joint pains. (Ex. 3, p. 2.) The rash was gone by that February 28 examination, but
petitioner onthat date gpparently indicated that shewas dill experiencing paininsome joints, induding hips,
knees, and wrigs. (Ex. 3, p. 2; Tr. 88.) Dr. Anthony wrote, as one of her “impressons’ a that vist,
“[alcute rubdlla 2° [secondary] to vaccing” (Ex. 3, p. 3), gpparently indicating the physician’s view that
petitioner’ sabove-mentioned symptoms were part of acase of rubella caused by the rubdla portion of her
MMR vaccination.

Petitioner returned to see Dr. Anthony on both March5 and March 10, 1992. On March 5, the
physician wrote that petitioner continued to suffer from “diffusearthragia® (Ex. 3, p. 6.) OnMarch 10,
Dr. Anthony recorded inher notesthat petitioner wasreporting “increased arthralgia” (Ex. 3, p. 10.) The
physicianwrote that upon examination, she found “synovid thickening?® and bogginess’ of petitioner’ sright
wrig. (Id.) Dr. Anthony alsowroteanoteonthat date indicating that petitioner had “frank arthritis of the
right wrist and diffuse arthragia” she concluded that petitioner was dill “suffering from acute rubdla
syndrome secondary to vaccination.” (Ex. 3,p. 7.)

Petitioner vidted Dr. Ana Cilurso, arheumatologist, on March 16, 1992. Dr. Cilurso’s records
of that visit record the onset of petitioner’ s joint pain as occurring two weeks after her vaccination, and
date that in light of that “tempora association,” the symptoms “most likely” represented areaction to the
rubdla portion of the vaccination. (Ex. 4, pp. 1-2)) Dr. Cilurso’s examination on that day found “no
evidence of acute synovitis” (Ex. 4, p. 1)

“Petitioner filed Exhibits numbered 1 through 14 with the petition, and additiond, sequentialy-
numbered exhibits on many occasons since then. Respondent has filed exhibits designated by Ietterson
severa occasions. “EX.” references will be to those exhibits. “Tr.” references will be to the pages of the
transcript of the evidentiary hearing held on September 28, 2004.

S Arthragia’ meansjoint pain. Dorland’ slllustrated Medical Dictionary, 27*" ed. 1988 (W.B.
Saunders Co.), p. 147.

% Synovid thickening” would appear to mean a thickening of the “synovia,” a fluid contained in
joints. “Synovitis’ refers to swelling of the synovia membranes of the joints. Dorland’s Illustrated
Medical Dictionary, 27" ed. 1988 (W.B. Saunders Co.), pp. 1648-49. A notationby aphysicianof an
absence of “synovitis’ means that the physician examined ajoint, or a number of joints, and observed no
sweling.



Petitioner vigted Dr. Cilurso againonMarch 23, April 2, April 15, and April 17, 1992, reporting
continued joint pain and some muscle pain. (Ex. 4, pp. 3,5, 7, 10, 11.) The notes of those vigits contain
no indication that Dr. Cilurso ever found any objective evidence of joint sweling; to the contrary, the
physcian specificdly wrote “no synovitis’ on severa occasions. (Ex. 4, pp. 3,5, 7.) Inthe notes of the
vigt of April 8, Dr. Cilurso wrote that the post-rubella reaction “may be entering a resolution phase.”
(Ex. 4, p. 7.) Shedsowrotethat she found “[m]ultiple tender points,” and concluded that petitioner’s
condition fit within the diagnosis of “fibromyagia™ (1d.)

During the ensuing years, petitioner has vidted many physcians, continuing to repeatedly report
joint pain, muscle pain, and a number of other symptoms. As will be detailed below, a number of those
physcians made notations in their records seeming to indicate that those physicians viewed petitioner’s
ongoing symptoms as resulting from her MMR vaccination of February 10, 1992. Some of petitioner’s
physcians, on the other hand, made notations indicating their doubt about the possibility of such acausd
connection. In addition, anumber of physicians, beginningwithDr. Cilurso on April 8, 1992 (Ex. 4, p. 7),
reached the conclusion that petitioner is suffering from the condition known as “fibromyagia syndrome.”

Petitioner’ s condition has deteriorated over the ensuing years. She continues to report congtant
pain in multiple areas of her body. She has not been employed for many years. She ambulates only with
awalker, and uses a motorized scooter when she leaves her resdence. She utilizesanurse'said to help
her with certain aspects of dally living. (See, e.g., Ex. 41, pp. 2-3.)

[l
PROCEDURAL HISTORY AND STATEMENT OF ISSUE

A. Procedural history

Petitioner filed her Program petition, via attorney Boyd McDowdl, on January 31, 1994.
Petitioner’ s case, thus, became at that time one of a large number of pending Program cases inwhich a
petitioner aleged that his or her chronic joint pain was caused by a rubdla vaccinaion. In that context,
respondent’ s representatives at that time considered whether petitioner’ s chronic joint pain appeared to
satisfy the “ causation criterid’ set forthinanopinionthat | had filed on January 11, 1993, in 70 such cases.
In that opinion, to be discussed in detail below, | had stated thet if a petitioner’s chronic joint pain arose
under certain circumstances after a rubella vaccination, | would likely find such joint pain to be vaccine-
caused. Respondent conceded, in the “Respondent’s Report” filed on May 2, 1994, that petitioner’s
chronic joint pain met those “ causation criteria” accordingly, respondent indicated that respondent would
not contest that petitioner’s chronic joint pain was vaccine-caused. The parties then attempted to reach
agreement on an appropriate amount of compensation for petitioner’ s chronic joint pain.

After discussionbetweenthe parties, however, it became clear that petitioner desired compensation
for other symptoms, in addition to joint pain, and the parties agreed that petitioner would need to obtain
expert opinion supporting her claim that her other symptoms were vaccine-caused. Thereafter, petitioner
and her then-counsdl continued for years to seek such an expert opinion, without ever filing an expert

report.



In the meantime, as will o be detailed below, more evidence became available concerning the
general issue of whether the rubdla vaccine causes chronic joint problems. | reviewed anumber of recent
dudies on the issue, and an extensve evidentiary hearing was held to explore the importance of those
gudies on March 26 and 27, 2001. | kept petitioner informed concerning my process of taking and
evaduding that additiona evidence. (See, e.g., my Orders filed in this case on February 6, July 18,
October 3, and November 26, 2001.)

After the hearing on the genera causation issue took place in March of 2001, counsel for
respondent and counsel for a number of the other petitioners with related cases expressed interest in
attempting to settle individua casesin light of the testimony & the hearing. These counsdl requested that
| refrain from issuing my written anayss of the evidence taken a the hearing until their settlement efforts
were findized. After congderable efforts by counsdl, a significant number of cases were, in fact, settled.
Judgment was entered in the last of those settled cases in May of 2002. Accordingly, after those
settlements were findized, | issued my written andyss of the generd causation issue on December 13,
2002, in adocument filed in this and severd other then-pending cases. In that opinion, | concluded that
the available evidence supported a causal link between the rubdla vaccinationand chronic joint symptoms,
if the dlamant’s higtory fit within a particular st of circumstances.

During the meantime, petitioner changed counsd. In early 2002, Mr. McDowell informed
petitioner and myself that he would soon be leaving his law practice, and petitioner was natified, during a
gtatus conference on January 24, 2002, inwhichshe participated dong withMr. McDowel, that she could
retain new counsd or represent herself. She chose to represent hersdf. (See my Order dated
February 26, 2002.)

On March 5, 2003, petitioner filed papers indicating that she had retained a new attorney,
Rondd C. Homer, and on March 10, 2003, | conducted the first of a new series of unrecorded telephonic
status conferences (as the record reflects), in order to move the case. Petitioner’s counsel and
respondent’ s counsel entered into negotiations in an attempt to settle the case. Those settlement efforts
continued until March 4, 2004, when petitioner’s counsel informed me during a status conference that
settlement efforts had reached an impasse, and that petitioner would soon be filing a motion seeking an
immediate ruling on her dam.

On March8, 2004, petitioner filed her mation, entitled a“Moationfor Judgment on the Pleadings.”
In the motion, petitioner explained that she would not befiling any expert report insupport of her damthat
awhole range of symptoms, inadditionto her chronic joint pain, was vaccine-caused. Instead, petitioner
requested that | file forthwithafinal decision concerning petitioner’s petition, granting her compensation,
without dlowing the respondent to file any evidence in the case. Both parties filed additiond briefs
concerning that motion. | denied the motion in awritten ruling filed on June 14, 2004.

In her mation, petitioner relied chiefly onthe extraordinary fact thet this petition has been pending
for morethantenyears. Petitioner blamed this delay on the respondent, and suggested that because of this
ddlay | should immediatdy proceed to a fina decison, based exclusively on the evidence dready in the
record, without conducting any further procedures or giving respondent a chance to address the factud
questions that petitioner was then, for the first time, asking me to resolve.



In denying the mation, | concluded that such an immediate decison would not be appropriate. |
noted that to begin with, the delay in the processing of this case has been amost completely the result of
petitioner’s own choices. As noted above, the repondent’sinitia report concerning the case indicated
that respondent would not contest at that time, based upon the medical evidence then available, that
petitioner’s chronic joint pain was vaccine-caused. However, petitioner then eected to seek
compensation for other symptomsin addition to joint pain, and, accordingly, sought to obtain an expert
opinion supporting her claim that her other symptoms were also vaccine-caused. Our plan for the case
was that once petitioner supplied an expert opinion, respondent would then file an expert opinion if
respondent did not agree with petitioner’ s expert. Petitioner spent nearly tenyearsasking meto give her
more time in which to obtain such an expert opinion. Not until March of 2004 did petitioner ask me for
aruling concerning which of her symptoms, if any, was vaccine-caused. She had previoudy taken the
position that | should delay any such ruling until she could obtain an expert report.

Therefore, | concluded, it was not reasonable for petitioner to suddenly argue thet | should make
an immediate and find ruling on her daim, without giving respondent a chance to provide evidence
concerning the very complex factud issuesraised by that dam, based onthefaulty premisethat respondent
had somehow caused the delay in her case. Asindicated above, respondent did not cause the delay, so
that to deny the respondent a chanceto make an evidentiary response to petitioner’ sdamwould be unfar.

Inthat opinion denying her motion, however, | noted that since petitioner was now for the firg time
seeking my ruling on her contention that she suffers from vaccine-caused symptoms, | would give her a
reasonably prompt ruling on that contention, after first giving respondent a reasonable a chance to
respond. Asindicated by my ordersdated April 13 and May 12, 2004, respondent desired to present the
report of an expert witness, Dr. AlanBrenner, concerning petitioner’ s causation contentions. That expert
report was filed on June 15, 2004. At status conferences held on July 7 and 14, 2004, | encouraged
petitioner’s counsdl to present, if possble, her own expert tetimony in response to Dr. Brenner.
Petitioner’ s counsdl, however, eected to proceed without offering an expert witness of petitioner’s own.

| scheduled a hearing for September 28, 2004, to hear the ora testimony of Dr. Brenner, and to
give petitioner’s counsel an opportunity to cross-examine that expert. At the concluson of that hearing,
petitioner’ scounsd requested the opportunity for apost-trial briefing process. Petitioner’ sfind brief inthat
process was filed on February 1, 2005, a which time the dispute became ripe for my ruling.



B. Issueto be decided

Inthis case, petitioner does not dlege that she suffered a“Table Injury.”” Instead, shedleges® that
her chronic joint pain, as well asdl other aspects of her conditionknown as “fibromyagia syndrome,” was
“caused-in-fact” by her 1992 rubdlavaccination. | will ded with that dam inparts1V through VI of this
Ruling.

v

“CAUSATION-IN-FACT” ISSUE: INTRODUCTION

Asnoted above, the petitioner’ s contention in this proceeding is that her chronic joint pain, dong
with additiond symptoms, was “ caused-in-fact” by her rubdla vaccination of February 10, 1992. This
case, thus, is one of many Program cases in which petitioners have dleged that rubella vaccinations have
caused chronic joint pain and/or arthritis. 1 have described these cases as the “rubella/arthropathy” cases,
sncethe term*“arthropathy” encompassesbothjoint pain, aso known as*“arthragia,” and joint swelling,
asoknown as arthritis. Thegenerd history of these rubellalarthropathy” casesisreevant tothe resolution
of this case.

That generd higtory is, in fact, crucial to the resolution of this case, becauseinthis case, as noted
above, the petitioner has not presented the ord testimony of an expert witness specificaly supporting her
clam that her joint pain was vaccine-caused. Insteed, the petitioner relies, in part, on the fact that in the
course of the above-described “rubdla/arthropathy” cases, dl decided by mysdf as specia master, in
published opinions | have developed a set of “ causationcriteria,” stating that if a particular petitioner’ scase
fdls within those criteria, and there is no substantia evidence introduced in that particular case casting
doubt on a “causation” finding, | would be inclined to infer a causal relationship between the vaccination
and the petitioner’s chronic arthropathy. Petitioner asserts that her own case fits within my published
“causation criteria” and that, on that basis, without need for any case-specific expert tesimony, | should
conclude that petitioner’s chronic joint pain was vaccine-caused.

"Effective in March of 1995, “chronic arthritis’ was added as a Table Injury for vaccinations
containing the rubdla vaccine. See 60 Fed. Reg. 7678 (1995). However, because the petitioner in this
casefiled her petitioninthis case prior to the March 1995 effective date of that new Table Injury, the Table
Injury was not applicable to her case. (See42 C.F.R. §100.3(c) (10-1-96 edition of C.F.R.).) Petitioner
has never contended that her case could quaify under that “chronic arthritis’ category or any other Table
Injury category. Moreover, it appears to me that petitioner’s case, in any event, would not sidfy the
“chronic arthritis’ Table Injury criteria, Snce petitioner has not been found by medica professonds to
suffer from actual arthritis since Mach 10, 1992.

8Petitioner has the burden of demonstrating the facts necessary for entitlement to an award by a
“preponderance of the evidence.” 8 300aa-13(8)(1)(A). Under that standard, the existence of afact must
be shown to be “more probable than not.” In re Winship, 397 U.S. 358, 371 (1970) (Harlan, J.
concurring).



Respondent, on the other hand, argues that petitioner has not demonstrated that her chronic
arthropathy wasvaccine-caused. First, respondent disagreesgeneraly with theview that chronicjoint pain
fdlingwithinmy * causationcriteria’ canreasonably be deemedto be vaccine-caused. Second, respondent
argues that, in any event, petitioner’s case fals to meet severd of my criteria. Findly, respondent, unlike
petitioner, has presented the testimony of an expert witness specifically addressing petitioner’s case in
detail. Respondent urges that the testimony of that witness, Dr. Brenner, supports a conclusion that
petitioner’ s chronic joint pain has not been vaccine-caused.

In considering these arguments of both parties, | will analyze and rule upon petitioner’ s causation
clam based on the available record. In doing so, | will, as both parties agree that | should, analyze not
only the evidence introduced in this case, but aso the evidence on the general “rubella/arthropathy”
causation issue that | have developed in the above-mentioned “rubella/arthropathy” cases.

Therefore, inorder to andyze this aspect of the petitioner’ s* causation-in-fact” dam, | will, in Part
V of this Decison, set forththe history of the * rubellalarthropathy” cases, explaining the * causationcriterid’
that | have devel oped inthe course of those cases. Then, in Part VI, | will deal with petitioner’ sargument
that application of those “ causation criterid’ to petitioner’s case demondtrates that petitioner’s chronic
joint pain was vaccine-caused. | will explain why | must rgect that argumen.

The petitioner in this case, however, does not rey exclusively on the theory that her case meets
my “causation criteria” She dso advances an additiond line of argument. That is, petitioner argues that
other symptoms, in addition to her chronic joint pain, have been vaccine-caused. Petitioner has been
diagnosed witha condition known as “fibromyagia syndrome,” and she contends that this syndrome was
indirectly caused by her rubdla vaccingtion She argues that the vaccine caused her joint pain
(“arthropathy”), and that suchjoint paininturn resulted inher “fibromyagia syndrome.” | will ded withthis
argument of petitioner in part VII of this Decison.

\%
HISTORY OF THE “RUBELLA/ARTHROPATHY” CASES
A. Proceedingsin early 1990's concerning the general causation issue

A verson of the “Vaccine Injury Table” was set forth in the statute establishing the Program, at
8§ 300aa-14(a). That satutory verson of the Table was gpplicable to petitionsfiled during thefirst severd
yearsof the Program’ sexperience. That verson of the Table, however, contained no provision concerning
arthropathy, arthritis, or smilar symptoms following any vaccination. Thus, from the beginning of the
Program through early 1995, a petitioner suffering from arthropathy or asmilar condition after arubella
vaccination had the burden of proving that the vaccination * caused-in-fact” the condition.

During the early 1990's, various petitioners filed a large number of Program cases involving
dlegations that rubella vaccinations caused chronic arthropathy. Accordingly, in order to most efficiently
resolve dl of those cases, the undersgned specia master was assigned by the Chief Specid Master to
undertake an inquiry into the general issue of whether the rubella vaccine can cause chronic arthropathy,
with the hope that information and conclusions concerning that general causation issue, developed from
the generd inquiry, could be applied to each individual case.
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Toward that god, | initiated a series of meetings, involving counsel who each represented alarge
number of petitionersin Program casesinvalving claims of thistype, and counsel on behdf of respondent.
Those counsdl devel oped evidenceto put before me concerning the genera causationissue. They supplied
aseriesof written reports from medica experts.® | also conducted an extensive search of relevant medical
literature, based upon both bibliographies supplied by the aforementioned counsel and my own research.
Then, in November of 1992, | conducted a three-day evidentiary hearing in which 9x medical experts,
three sponsored by petitioners’ counsel and three by respondent, testified concerning the general causation
issuet®

B. My analysisin the“1993 Order”

Based upon the medica evidence and expert testimony discussed above, | concluded, in a
published opinionfiled on January 11, 1993, that the evidencewassuffident to support adeterminationthat
it is“more probable than not” that the rubdla vaccine does cause some cases of chronic arthropathy. (1
will refer to that document asthe “1993 Order;” it was published as Ahern et al. v. Secretary of HHS,
1993 WL 179430 (Fed. Cl. Spec. Msir. Jan. 11, 1993).) A copy of that “1993 Order” wasfiledintothe
record of this case as an attachment to my order filed on March 25, 2004. In that “1993 Order,” |
concluded that apetitioner “more probably thannot” has suffered a condition* caused-in-fact” by arubdla
vaccinaion, and isthus entitled to a Program award, if that petitioner’s case meets all of the following
criteria

1 The petitioner received arubdlavaccinationat atime when the petitioner was 18 years of
age or older.

2. The petitioner had a history, over a period of at least three years prior to the vaccination,
of freedom from any sort of perdstent or recurring polyarticular joint symptoms.

°| have established a specid file in the office of the Clerk of this court known as the “Rubella
OmnibusFile” Inthat file | have placed copies of dl the evidentiary items uponwhichl have rdlied inmy
rulings concerning the possible causal relationship between the rubdla vaccine and chronic arthropathy.
That file is open for ingpectionor copying by any interested person. A summary of the contents of that file
appears as the Appendix to this Ruling.

| hereby incorporate that entire “Rubdla Omnibus File’ into the record of this case by this
reference. For convenience, | will not physicaly place acopy of that entire voluminous Fileinto the record
of this case, but it shdl be considered anintegrd part of the record of thiscase. | notethat counsd for both
partiesin this particular case are thoroughly familiar with the contents of that File. See aso footnote 13,
below.

19T he transcript of that 1992 hearing, entitled “Omnibus Hearing Re: Rubdlla/Chronic Arthropathy
Issue” is contained in the Rubdla Omnibus File as part C.

Further, | note that | will hereinafter sometimesrefer to both the 1992 inquiry and the subsequent
2001 inquiry, concerning the genera rubella/arthropathy causationissue, asthe “omnibus proceedings’ or
“omnibus hearings.”



3. The petitioner has developed an antibody response to the rubdlavirus.

4, The petitioner experienced the onset of polyarticular arthropathic symptoms during the
period between one and six weeks after the vaccination.

5. Polyarticular arthropathic symptoms continued for at least Sx months after the onset; or,
if symptoms remitted after the acute stage, polyarticular arthropathic symptoms recurred
within one year of such remisson.

6. Thereisan absence of another good explanationfor the arthropathy; the petitioner has not
received a confirmed diagnosis of rheumatoid arthritis, nor a diagnods of any of a series
of specific conditions (seelist at p. 10 of the 1993 Orde).

Ahern, 1993 WL 179430 at *13.

In reaching that conclusion, | noted that dl Sx of the experts who tedtified at the 1992 hearing,
induding those who tegtified for respondent, agreed thet at least in cases inwhichthe vaccinee experienced
acute polyarticular actual arthritis(i.e., joint swelling), asopposed to arthralgia (i.e., joint pain without
swelling), during the expected time period after vaccination, any chronic arthritis suffered by that vaccinee
thereafter could reasonably beattributed to the rubdla vaccination. Therespondent’ s expertsdiffered with
the petitioners experts, rather, chiefly asto a angle issue, concerning those cases that fit the diagnogtic
criteria set forth above, but in which in e@ther or both of the acute and chronic stages of the condition the
individud had only arthralgia, without any measurable arthritis. In such casesthe petitioners experts
opined that the chronic arthrd giawaslikdy vaccine-caused; therespondent’ sexpertswould not make such
afinding. On that point of dispute, | found the petitioners expertsto be more persuasive, for reasons that
| explained in the “1993 Order.”

Accordingly, I concluded in the “1993 Order” that when a petitioner’s case met the Sx criteria
listed above, and there was no substantial case-specific evidence in that case pointing to some other
explanation for the arthropathy, the evidence would support a conclusion that the petitioner’s chronic
arthropathy, whether it be chronic arthritis or arthralgia, was likely caused by the rubella vaccination.

C. Developments after the “ 1993 Order”

After | issued the above-described “1993 Order,” severd developments relevant to the generd
causation issue occurred, which | will briefly describe.

1. Resolution of cases

Asareault of the above-described proceedings that | conducted in 1992 concerning the genera
causationissue, culminating inmy “ 1993 Order,” a ggnificant number of cases, eachinvolving andlegation
that joint symptoms were caused by arubella vaccination, wereresolved. In 71 cases decided during the
years 1993 through 2001, ether | concluded that the requisite showing of causation was made, or the
parties agreed upon an award based on the smilarities between the petitioner’ s case and the criteria st
forthinthat “ 1993 Order.” (See, e.g., Long V. Secretary of HHS, No. 94-310, 1995 WL 470286 (Fed.
Cl. Spec. Mdtr. July 24, 1995).) In 19 cases, | found that the petitioner failed to make the required
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“causation” showing. (See, e.g., Awadv. Secretary of HHS, 1995 WL 366013, No. 92-79V (Fed. Cl.
Spec. Mstr. June 15, 1995).) | dismissed four cases on procedural grounds. Findly, in 52 additiona
cases, the petitioner ether voluntarily dismissed or smply abandoned prosecution of his or her case,
gpparently inlight of the fact that the case plainly did not seem to fit within the criteria set forthinthe “ 1993
Order.”

2. TableInjury designation

As noted above, the Vaccine Act providesthat the Secretary of Healthand Human Services may
adminigraively amend the Vaccine Injury Table. Thus, the Table was adminigtratively modified in 1995,
withthe addition of “chronic arthritis,” if incurred under certain specified circumstances, asa“ Table Injury”
for vaccinations that indudethe rubdla vaccine. See 60 Fed. Reg. 7678 (1995). A second adminidretive
revisonto the Vaccine Injury Table was promulgatedin1997, retaining “ chronic arthritis’ asa Table Injury
for rubdlla vaccinations, while dightly modifying the definition of that termfor Table purposes. See 62 Fed.
Reg. 7685, 7688 (1997). * Those Table revisions adopted criteria for the new “chronic arthritis” Table
Injury which are amilar, but not identicd, to the criteriathat | set forthfor “ causation-in-fact” in my “1993
Order.” The chief differenceisthat to qualify under the new Table Injury category, a petitioner mugt, as
noted above, establishthat he or she suffered “objective evidence* * * of acutearthritis (joint swelling).”
(42 C.F.R. § 100.3(b)(6)(A) (1997 ed.), emphasis added.) That is, it must be demonstrated that a
physician observed actud arthritis (joint swelling), not merdly arthralgia (joint pain), in both the acute
stage and the chronic stage of the vaccineg' sillness. (42 C.F.R. § 100.3(b)(6)(A) and (B) (1997 ed.).)
This requirement is more gtrict than the criteriathat | adopted in my “1993 Order,” in which | concluded
that“ causation-in-fact” of anarthropathic condition might be established evenwhere, during the acute stage
and/or the chronic stage, only arthralgia was reported.

Since 1995, five Program petitioners have successfully established that they have suffered
compensable injuriesunder the new “chronic arthritis’ Table Injury category. A number of other pending
cases, however, have involved Stuations in which, as in this case, a petitioner has suffered chronic
arthropathy, but not under circumstances which correspond precisdly to those set forth in the “chronic
athritis’ Table Injury’ sregulatory definition. In each of these cases, the petitioner has sought afinding of
“causation-in-fact.”

3. Additional inquiry in 2001-2002
During the late 1990's, severa medical studies rdlevant to the genera causation issue were

completed, and the results of those studies were published. Accordingly, | determined thet | should re-
andyze the generd causation issuein light of the new studies. Again, attorneys representing the

1A snoted above (fn. 7), thesetwo administrative revisions do not apply to petitioner’ scase, Since
her petition was filed before the effective date of these provisons.
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petitioners and respondent submitted expert reports, and ahearing, at whichsix such expertstestified, was
held in 2001.%2

After that hearing, | reviewed the genera causation issue again, in light of the 1990's sudies and
the recent expert reports and hearing testimony. On December 13, 2002, | published adocument entitled
“Anayss of Recent Evidence Concerning Generd Rubdlal/Arthropathy Causation Issue” (I will refer to
that document asthe “2002 Analyss,” it was published as Shyder et al v. Secretary of HHS, 2002 WL
3196572 (Fed. Cl. Spec. Mdtr. Dec. 13, 2002) (hereinafter “Snyder 1”). A copy of that “2002 Andyss’
was filed into the record of this case on December 13, 2002.) Inthat “2002 Analyss,” | concluded that
while the overdl argument for the generd proposition that the rubella vaccine causes chronic arthropathy
had been somewhat weakened, neverthdessa auffident “ causation-in-fact” case could Hill conceivably be
madein an individua case. Consdering dl the evidenceavailable, | concluded that the criteria set forth at
pp. 9-10 above are dill quiterdevant to my andyds of any individud case. | modified those criteriain the
two areas suggested by the more recent evidence. That is, (1) the vaccinee need only have been past
puberty (not 18 years of age) at the time of vaccination; and (2) the onset of polyarticular symptoms must
have taken place between seven and 21 days after vaccination (rather than between one and six weeks
post-vaccination). Therefore, the newly-modified criteria stood as follows:

1 The petitioner received a rubella vaccination at a time when the petitioner was past

puberty.

2. The petitioner had ahistory, over a period of at least three years prior to the vaccination,
of freedom from any sort of persstent or recurring polyarticular joint symptoms.

3. The petitioner has developed an antibody response to the rubdlavirus.

4, The petitioner experienced the onset of polyarticular (i.e., in multiple joints) joint
symptoms during the period between saven and 21 days after the vaccination.

5. Polyarticular joint symptoms continued for at least Six months after the onset; or, if
symptoms remitted after the acute stage, polyarticular joint symptoms recurred within one
year of such remisson.

6. Thereis an aosence of another good explanation for the joint symptoms.

Shyder [, 2002 WL 3196574 a *8, *20. Further, | stated that if any individua case fdls squarely within
those modified criteria, and there are no specid circumstances of the case that cast doubt on a causal
relaionship, and thereis no additiona medica evidence submitted in that case that dters my view of the
generd causation issue, then | would belikdy to find “ causation-in-fact” inthat case. 1d. a*20. Inother
words, condgdering dl the evidence that | had reviewed up until that point in time, | found the evidence
sufficent to support afinding of causationinaparticular case, if that case fals withinthose modified criteria,
in the absence of countervailing evidence.

12A collection of the expert reports submitted in preparation for the 2001 hearing is contained at
part D of the “RubelaOmnibus File” The transcript of the 2001 hearing congtitutes part E of that File.
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VI

APPLICATION OF THE “CAUSATION CRITERIA" SET
FORTH INMY “2002 ANALYSIS’ DOESNOT DEMONSTRATE
THAT PETITIONER’S CHRONIC JOINT PAIN WASVACCINE-CAUSED

A. Introduction

As noted above, petitioner’s first argument in this case is that petitioner’s case meets the six
“causation criterid’ st forth in my “2002 Analyss,” and that, therefore, her chronic joint pain should be
consideredto have beenvaccine-caused. After careful consideration, however, | must rgject thisargument.
| will explain my reasoning below. First, however, | notethat in reaching thisconcluson, | have considered
adl of the evidence concerning the general causation issue that | heard during both the early 1990's
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proceedings and the 2001-2002 proceedings described above, as contained inthe Rubdla Omnibus File3

B3| note that counsd for both parties have been wdl aware that | would utilize the evidence
contained in the Rubdla Omnibus File, and the knowledge concerning the generd rubella/arthropathy
causationisue that | have gained inthe course of the above-described general proceedings concerning that
issue, in resolving this case. Indeed, the entire idea of the proceedings on the genera issue was that
information gained in those proceedings would be applied to individual cases. Moreover, petitioner’s
entire “causation-in-fact” argument in this case is that | should apply to her casethe causation criteria
developed in the proceedings concerning the generd issue.

Inthisregard, | note that it seems very gppropriate in Program cases that a speciad master will at
times utilize information and knowledge gained in one Program case in resolving another Program case.
The chief reason isthe very nature of the factfinding system set up under the Program.  Congress assigned
this fectfinding task to avery amdl group of special masters, who would hear, without juries, alarge number
of casesinvolving asmal number of vaccines. Congress gave these masters extremdy broad discretion
in deciding how to accept evidence and decide cases. (See, e.g., 8 300aa-12(d)(2).) Congress charged
these masters to resolve such cases speedily and economicdly, with the minimum procedure necessary,
and to avoid if possble the need for anevidentiary hearing inevery case. 1d.; seealso H.R. Rept. No. 99-
660, 99" Cong., 2" Sess., at 16-17 (reprinted in 1986 U.S.C.C.A.N. 6344, 6357-58). Congresseven
specified that a master should be “vigorous and diligent in investigating” Program factua issues (H.R.
Rept. 99-660, supra a 17 (emphasis added)), in an “inquistorid” fashion (H.R. Rept. No. 101-247, at
513 (reprinted in 1989 U.S.C.C.A.N. 1906, 2239)), indicaing that a master can and should actively
seek out, on his own, evidence beyond that presented by the parties to a particular case. Given this
factfinding system, it would appear quite likely that Congressintended that the special masterswould gain
expertise in factua issues, including “causation-in-fact” issues, that would repeatedly arise in Program
cases. Itwould appear that Congressintended that knowledge and information gained by the magtersin
the course of Program caseswould be applied by the mastersto other Program cases, when appropriate.
A number of published opinions have recognized that this Congressond intent isimplicit in the factfinding
system devised by Congress. See, e.g., Ultimov. Secretary of HHS, 28 Fed. Cl. 148, 152-53 (1993);
Loev. Secretary of HHS, 22 Cl. Ct. 430, 434 (1991).

The idea of utilizing an “omnibus proceeding” to gather information gpplicable to a significant
number of Program cases, therefore, would seem to fit clearly within this Congressiond intent. This
procedure not only dlowsa specia master to bring specia expertise to particular cases, but dso helps the
Programto accomplishthe Congressiona god's of speedy and economical resolutionof cases. Thisgenera
procedure, therefore, has been utilized not only in the “rubella arthropathy” cases before me, but dso for
two other large groups of cases, i.e., the “poliomyditis’ cases before Chief Specid Master Golkiewicz
(see, eg., Gherardi v. Secretary of HHS, No. 90-1466V, 1997 WL 53449 (Fed. Cl. Spec. Mstr. Jan.
24, 1997)) and the “tuberous sclerosis’ cases before Special Master Millman (see, e.g., Costa v.
Secretary of HHS, 26 Cl. Ct. 866, 868 (1992)). Thisgenerd procedure is dso currently being utilized,
a the request of the petitioners, in the “thimerosal/autism” cases currently pending before myself (seethe
Autism General Order #1, 2002 WL 31696785 (Fed. Cl. Spec. Mstr. July 3, 2002)).

Of course, the specia masters managing these groups of cases have a so taken care to ensure that
(continued...)
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| have adso considered, of course, the evidence specific to petitioner’ sown case.

Petitioner’s argument seems smple at first glance, but the andyss of petitioner’s agument is, in
fact, quite complex. | sart by pointing out that inmy “2002 Andyss’ | did not date thet if a petitioner’s
case meetsdl of my six sated criteria, | would automatically concludethat such petitioner’ schronic joint
pain was vaccine-caused. Rather, | stated as follows:

| will gtate thet if any individua case fdls squarely withinthose modified criteria, and there
areno particular circumstances of the casethat cast doubt on a causal relationship,
and thereis no additional medical evidence submitted inthat case that altersmy view of the
genera causation issue, then | would be likdly to find causation in that case. In other
words, congdering dl the evidence that | have reviewed at this point intime, | find the
evidence aufficdent to support afinding of causation in a particular case if that case fdls
within those modified criteria, in the absence of countervailing evidence.

Shyder I, 2002 WL 31965742, at * 20, emphasis added. Asis made clear by the language emphasized
above, | did not state that fulfillment of the Six criteriawould automati cally result inafinding of entitlemen.
Rather, | indicated the possibility that even if the criteriawere met, “particular circumstances of the case
that cast doubt on acausd relaionship” might nevertheless cause me to rgject a causd reationship.

This qudifying language concerning use of my“ causationcriteria,” of course, conformstothe statute
itsdlf, which satesthat | must evauate “the record as awhole’ whenmaking a finding concerning whether
aparticular petitioner is entitled to an award. § 300aa-13(a)(1). Clearly, | am obligated to consider all
evidence of record that relates to the “ causation-in-fact” issue in a case, whether or not such evidence
happensto fit into any of my criteria categories. Further, while | believe that it is highly appropriate for a
specid master to state anandyds of agenerd causation issue, as | did in my “1993 Order” and my “2002
Andyss” it should be clear that a specid master should not thereafter gpply suchan andyssto particular
cases in a mechanistic fashion. For example, in Pafford v. Secretary of HHS, 64 Fed. Cl. 19, 31
(2005), Judge Block approved of aspecia master’ s practice of setting forthalist of factors to be utilized
inProgram“ causation-in-fact” analyses, but stressed that inapplying those factors to an individual case,
thereis“no hard and fast rule’ for gpplying such factors, instead, the master must utilize a “rule* * * of
reason, in which the Special Magter gives greater weight to certain factors in certain cases depending on
the factsof that particular case.” Accordingly, when | gpply my rubellalarthropathy “ causation criterid’ to

13(...continued)
therightsof individual petitionersto far resolutionof their casesisnot lost inthe efficiency of an*omnibus
proceeding.” For example, before, during, and after the genera proceedings that | have conducted
concerning this rubella/arthropathy causation issue, | have stressed to dl counsdl inthe rubella/arthropathy
cases that each party in each individud case has the right to offer additiona relevant evidence, and to
chdlenge the vdidity of the evidence received during the “omnibus proceeding.”

Giventhe above-described Programfactfinding systemdevised by Congress, accompanied by the
procedura safeguards for individua casesdescribed above, | am satisfied that it is gppropriate for me to
utilize the evidence gained in the “omnibus proceeding” inresolvingindividual petitioners cases. Neither
the respondent, nor any petitioner in any individua Program case, has ever argued otherwise,
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anindividud case, | do not gpply them inamechanigtic fashion. | consder, for example, not only whether
the casefits a particular criterion, but also whether there isa® strong fit” or a*wesk fit” asto criteria such
as Criteria4 and 5--the stronger the fit, the stronger the support for a“vaccine-causation” conclusion.**
And | will consider any and dl evidenceinthe particular case that does not happen to fal neatly within any
one of my criteria

In this case, then, | must consider petitioner’s case in ligt of my criteria set forth in my 2002
Andyss” but also consider all aspects of the record in this case, in determining whether petitioner has
demondtrated that her chronic joint pain was “ caused-in-fact” by her rubella vaccination of February 10,
1992. | have done so. | will divide my discussion into three parts blow. In part B, | will explainwhy |
conclude that petitioner’ s case generdly doesfit within my Criteria 1 through 5. In part C, | will explain
why | conclude that petitioner’s case doesnot meet Criterion6. Andinpart D | will explain my view that
one particular aspect of petitioner’ s case convinces me that my gpplication of my criteriato petitioner’s
case cannot reasonably result in a conclusion that petitioner’ s chronic joint pain was vaccine-caused.

B. Criteria 1through 5

It is undisputed that petitioner’s case meets some of the sSix “causation criteria’ of my “2002
Andyss’ st forth above at p. 12--namdly, Criteria l, 2, and 3. Petitioner received a rubella vaccination
a the age of 45 years. (Criterion 1.) Nothing in the record indicates that she had any sort of persistent
or recurring polyarticular joint symptoms prior to that vaccinaion. (Criterion 2)) And after that
vaccination, she developed an antibody response to the rubdlavirus. (Criterion 3.)

Further, although respondent has raised issues asto Criteria4 and 5, | conclude that petitioner’s
case seems to generaly to meet those two criteriaas well.

Criterion4 requiresthat the petitioner have experienced the onset of polyarticular joint symptoms
between seven and 21 days after vaccination. As to that issue, the contemporaneous medica records
indicate that sometime between her February 10 vaccination and her visit to Dr. Michele Anthony on
February 28, petitioner experienced the onset of arash, joint pain, and other symptoms. (Ex. 3,p. 2.) The
rash was gone by that February 28 examination, but petitioner on that date agpparently indicated that she
was dill experiencing pain in certain joints. (Ex. 3, p. 2; Tr. 88.) Dr. Anthony wrote, as one of her
“impressons’ at that vist, “[a cuterubdla 2° to vaccine” (Ex. 3, p. 3), apparently indicating the physcian’s
view that petitioner’s above-mentioned symptoms were part of a case of rubdla caused by the rubdla
portion of her MMR vaccination.

The records of that firg vidt to Dr. Anthony do not specify exactly when thejoint pain and the
other symptoms occurred, except that the onset obvioudy occurred between February 10 and 28.

“Thisisin contrast to the formof andysisthat | would utilizeif aTable Injury wasinvolved. That
is, if a petitioner’s case fits within each dement of a Table Injury, the presumption of causation
automatically arises. There would be no distinction between a “strong fit” and a “week fit.” In a
“causation-in-fact” analysis, onthe other hand, as noted inPafford, the andytica factors cannot be applied
mechanidticaly, but must be weighed carefully in the context of the individud case.
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However, on March 16, 1992, petitioner’s rheumatologist, Dr. Ana Cilurso, wrote that the arthralgias
developed “two weeks after” the rubellavaccination. (Ex. 4, p. 1.)

Accordingly, | conclude that petitioner’s case does meet Criterion 4.

Asto Criterion 5, thet criterionrequiresthat the polyarticular joint symptoms must have continued
or repestedly recurred over aperiod of morethanSx monthsafter onset. And petitioner’ smedical records
make it clear that Snce her onset of joint complaintsin February of 1992, petitioner has consistently and
repeatedly reported to physdans that she has experienced pain in multiple joints. So it appears that
petitioner’ s case meets Criterion 5 as well.

| do note, however, that asto Criteria4 and 5, petitioner’ scaseis certainly not the “strongest fit”
possible to the classic pattern of chronic arthritis after rubdla vaccine that the experts described during the
1992 and 2001 “omnibus hearings’ described above. That is, the strongest case would be one in which
the patient had an obsarvable, “frank” arthritis in multiple joints during the acute reactionabout two weeks
post-vaccination, then went on to experience frank arthritis continuoudy or intermittently theresfter, in the
samejoints. Alsofairly strongwould be casesin which the patient had frank polyarthritisin the acute stage,
then arthralgia only in the same joints intermittently theresfter. In petitioner’s case, however, no frank
arthritisin any joints was noted in the records of her firg two physician vists after rubella vaccination on
February 28 and March 5, 1992. (Ex. 3, pp. 2, 6.) The only indication of frank arthritis in any of
petitioner’ s records is a hotation on March 10, 1992, of arthritisin onejoint only, her right wrigt. (Ex. 3,
pp. 7, 8.) Noswdlinginthat wrist or any other joints, however, was observed on March 16, 1992 (EX.
4, p.1), orthereafter. Thus, while petitioner’ scaseiswithin the parametersof my Criteria4 and 5, her case
isnot aparticulaly “strong fit” in either of these categories®®

C. Criterion 6

Criterion 6 isthemogt problematic criterionfor petitioner. Inmy “2002 Andyss,” | listed Criterion
6 asfollows:

6. Thereisan absence of another good explanation for the arthropathy * * *.

Shyder |, 2002 WL 3196574 at *8. In this case, respondent argues that there does exist another good
explanationfor petitioner’ scontinuing complaintsof pain in her joint areas—i.e., the fact that she hasbeen
diagnosad as suffering from the “fibromyalgia syndrome,” respondent argues, is the explanation for those
continuing complants.

%] add this discussion, about the “strength of the fit” asto Criteria 4 and 5, only for purposes of
completeness. The lack of a“gtrong fit” in these categories is not of crucia importance in my ultimate
andyssin this particular case. What isimportant is that petitioner’s cases fails Criterion 6, and dso the
circumstance discussed a part D of this Section VI of this Decison.
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| begin my discussion of this issue with some generd background concerning the fibromyalgia
syndrome, to which | will hereinafter often refer as“FMS."*® In recent years, the medica profession has
generdly accepted the existence of asyndrome known asfibromyagia syndrome (though it has previoudy
been known by other names, such as*“fibrogtis’ or “fibromyositis’). In this syndrome, persons generdly
report pain in many different fibrous tissue areas of thar bodies (e.g., muscles, ligaments, tendons). Upon
examination, however, no particular physica causefor the pain--i.e., no identified tissue damage, infection,
disease, traumdic injury, etc.--isidentified. To fit within the syndrome, multiple areas of the body must
be involved, and often the patients report that they “ache dl over.” Further, persons diagnosed with the
syndrome are found to be especidly sengtive or “tender” to pressure at 18 specific points located at
variousfibroustissue areas. Generdly, to fit within the syndrome a person must be found to be sensitive,
upon physician examination, a 11 or more of these “tender points’ or “trigger points.”

WithFMS, it is extremely common for the patient to complain of pain and the feeling of sweling
injoint areas, but upon examination a physician finds no sweling or identifigble physicd
cause for thejoint pain. (Ex. D, p. 690; Tr. 107.) (This has been the case with respect to petitioner.'”)

In this case, both sides agree that petitioner is accurately diagnosed as suffering from FMS,
Respondent, as noted above, arguesthat the chronic pain that the petitioner hasreported in her joint areas
is amply a symptom of her FM S, and, therefore, should not be considered to be vaccine-caused.
Petitioner responded to this argument at pp. 9-11 of her reply brief filed on February 1, 2005. In this
response, petitioner did not contest that petitioner’ schronic joint-areapainispart of her FM S. Petitioner
merdly asserted the argument that | will discussbelowin part VII of this Decison--i.e., the argument that
the petitioner’ sjoint symptomswerecaused by her MMR vaccination, and that thosejoint symptoms then
resulted in her FMS

After fully consdering thisissue, | conclude that petitioner’s case fails to meet Criterion 6. Both
parties agree that petitioner’ spain in her joint aressisapart of her FMS. Therefore, FMS isindeed, at
some level, an “explanation” for those pain reports. To be sure, it is not accurate to say that FMS is the
“cause’ of her joint pain. To say that a person has FMS is not redly to say what “caused” the FMS
symptoms. To say that a person has FMS, rather, is merely to say that aperson has a set of symptoms
that are commonly seen together. It does not tell uswhet isthe “cause’ of that symptom set.

*Respondent’s Exs. C through F, filed on September 23, 2004, provide a description of the
fibromyagia syndrome.

YThe records of many of petitioner’'s physician visits indicate that the physician found “no
synovitis” or a Smilar notation that no joint sweling was found. The one exception is the notation of
arthritis of the right wrist on March 10, 1992. (Ex. 3, p.10.)

Inthisregard, it istrue that on March 16, 1992, Dr. Cilursu found “mild swelling * * * aong the
media aspect of the ankles’ (Ex. 4, p. 1.) However, Dr. Brenner explained that this finding did not
conditutejoint swdling. (Tr. 42-43.) Dr. Brenner seemsto be correct inthat regard, because Dr. Cilursu
aso wrote, in that same paragraph, “no evidence of acute synovitis” (Ex. 4, p. 1.)
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However, the term “explanation,” as| used it in the 2002 Andyds,” is not the same as “cause.”
With respect to the question of why petitioner is experiencing pain in her joint aress, the fact that she has
FMS is an “explanaion,” though it does not provide a“cause” in the medical sense. And in the context
of the logic of my “causation criterid’ andyds, it makes sensethat only an “explanation,” not a“cause” is
necessary to cast doubt on the theory of a causal connection between vaccine and chronic arthropathy.
That is, thelogic of the “causation criterid’ gpproach is that if a person’s chronic polyarticular joint pain
arose according to my first five criteria, and there is no other explanation for that chronic pain, then those
circumstances plus that lack of any other reasonable explanation gives us just enough reason to conclude
that the chronic pain was probably vaccine-caused. However, if there exists another reasonable
explanation for the chronic pain, even if that explanation does not rise to the levd of a “cause’ in the
medica sense, thenthat factor diminishesour confidence that there exists a causal relationship betweenthe
vaccination and the chronic pain.

To explanthis reasoning processinanother way, | note that, as| stressed in the “2002 Andlyss”
the evidence that the rubdla vaccine can cause chronic arthropathy in general is certainly not
overwhdmingly srong. Itisavery close questionwhether the available evidencejudtifiesa conclusonthat
the rubdla vaccine ever causeschronic arthropathy. Therefore, even when aperson’ s chronic arthropathy
precisely fits within the “classic’ pattern of arthropathy after vaccination described in my two omnibus
rulings, it dill can be sad only that it is dightly “more probable than not” that the petitioner’s chronic
arthropathy was vaccine-caused. Accordingly, when a person’s history substantidly differs from the
pattern described in my omnibus rulings, by the fact thet the joint pain is clearly part of alarger, rdaively
common syndrome, then that factor makes the case look less like the classc pattern, and therefore less
likely to have been vaccine-caused.

In petitioner’s case, petitioner has been diagnosed to be auffering from FMS, which is a very
common syndrome,*8 in which patients very often do report pain in multiple joint areas. And in many if
not most cases of FM S, no cause for the syndromeis ever identified.*® Thus, we cannot say that the only
possible “explanaion” for petitioner’s chronic joint pain suggested by the record is that the vaccination
caused it. To the contrary, one other very possible explanation is that petitioner is smply one of the very
many unfortunate people who develop FM S for no known reason.

Further, | note that only one expert witnessinthis case has directly and fully addressed the question
of whether FMS is an dterndive explanation for petitioner’s chronic joint pan. And that expert,
Dr. Brenner, has opined that FMS is a reasonable dternative explanaion. Dr. Brenner’s view is that
petitioner is Smply one of the large number of unfortunate people who develop FIM Sfor no known reason.

18|t isestimated that perhaps 2 to 4% of the populationhave FM S. (Ex. D, p. 687; Ex. E, p. 563.)

19See the artidle about FMS that | placed into the record on April 6, 2005, in which, of 127
patients with FM S, in only 29 cases (23%) did the patient report having trauma, surgery, or a medica
illness before the onset of FMS.
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In sum, for the reasons set forth above, | find FMS to be an dternative “explanation” for
petitioner’s chronic joint pain. Therfore, | conclude that petitioner’ s case does not fulfill Criterion 6.2°

D. Additional discussion

As st forth above, | conclude that petitioner’ s case does not fal within my Sx criteria because it
does not meet Criterion 6. But actudly thereisanother important reason for concluding that petitioner’s
case cannot qudify for an award under the “ causation criterid’ approach. That isthefact that petitioner’s
chronic joint complaints are, as al agree, a part of her overall FMS condition. When | developed my
“causation criteria,” | assumed that they would apply to Situationsin which aperson’s chronic arthropathy
wasa" stand-aone’ condition. | certainly never consdered that the criteriawould be gpplied to asituaion
in which aperson’s chronic joint painisonly apart of alarger syndrome That is, it seemsto methat as
amatter of basic logic, if apersonhasarecognized, common syndrome, with severd different symptoms
that are generdly thought to be part of a Sngle disorder, it makes little sense to isolate one part of that
syndrome and try to determine the cause of that one part. 1t makes more sense to try to determine, if
possible, the cause of the overall syndrome

Therefore, inthis caseit redlly does not matter whether petitioner’ s case technicdly meetsdl of my
gx “causationcriterid’ or not. Asexplained above (p. 15), inthe 2002 Andyss’ | stated that the criteria
can be applied to reacha“vaccine causation” concluson only if there are no “particular circumstances of
the casg’ that point againgt a conclusion of causationby the vaccine. In this case, the rlevant “particular
circumstance” isthat petitioner’ schronic joint painisclearly onlyapart of her overal FM S condition. That
circumstance means that | must rgject any attempt to utilize the * causationcriterid’ to support aconcluson
that petitioner’ schronic joint pain, isolated fromher other FM S symptoms, was vaccine-caused. Theredl
guestionto be answered inthis case, rather, iswhether the petitioner candemonstratethat her overall FMS
was vaccine-caused. That isthe question that | will addressin Section VII of this Decision.?

2| note that there exist two different lega approaches to “causation-in-fact” under the Program,
a dichotomy which emerged in another “rubdla/arthropathy” case. The two different approaches are
explanedindetall inWagner v. Secretary of HHS 37 Fed. Cl. 134 (Fed. Cl. 1997) (hereinafter Wagner
) and Wagner v. Secretary of HHS, 1997 WL 617035 (Fed. Cl. Spec. Mstr. Sept. 22, 1997)
(hereinafter Wagner 11), and will not be repeated here. To summarize the divergence of andyss between
the two opinions, in Wagner 11 | set forth the view that in ruling upon a daim of “causation-in-fact,” a
Program fectfinder is authorized to consider all the evidence of record; in Wagner |, on the other hand,
ajudge of this court concluded that inruling upona“ causation- infact” claim, the factfinder is forbidden
to consider evidence concerning a possible non-vaccine cause of the injury if that possible cause condtitutes
an “idiopathic” factor--i.e., one of unknown cause.

In this case, | have followed the Wagner 11, approach, which | believe to be the correct legal
approach, for the reasons set forthinWagner 11. Therefore, | have considered evidence concerning FMS,
even though FM'S may possibly be considered to be a syndrome of “unknown cause.”

210f course, | am saying only that if a person has arecognized syndrome, as ageneral matter it
makes sense to look for the cause of the overdl syndrome. It is possible that in a particular case a

(continued...)
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In this regard, | note that the existence of petitioner’s other symptoms, in addition to her joint
symptoms, creates another problem for the theory that a causal link exists between the vaccination and
petitioner’ schronic joint pain. That is, the basic theory of causation of the petitioners expertsinthe 1992
omnibus proceeding was that the rubdla virusitsaf penetrates each joint after the vaccination, and remains
active in the joint theresfter, directly causing the ongoing symptoms of chronicjoint pain.?? But in this
case petitioner does not seem to argue that the rubella virus aso remains active in the fibrous tissues of
the body, directly causng FMS pain in muscles aswdl asjoints. Rather, petitioner’ stheory seemsto be
that the vaccine directly caused® only the petitioner’s chronic joint pain (“athropathy” is the term
petitioner uses), then that joint pain, in turn, caused petitioner to develop her FMS. (See, e.g., Pet. Post-
Hearing Br. p. 20.) It seemsodd, however, in the context of asyndrome defined by painin many different
areas of the victim's body, to theorize that in this petitioner these two types of pain--i.e., joint pain vs.
muscle pain--are so different in origin. Thisis another way, therefore, in which petitioner’ s overdl theory
amply seems unlikdy.

E. Notations of petitioner’s physicians

Insupport of her contention that her chronic joint pain has been vaccine-caused, the petitioner, in
additionto urging that her case fits within my “ causationcriteria,” aso relies upon the notations of anumber
of phyddans in petitioner's medica records, which appear to indicate that those physcians considered
petitioner’ s joint symptoms to be possibly or likdy vaccine-caused. (See petitioner’ s Post-Hearing Brief,
filed December 3, 2004, pp. 11-12; petitioner’s Reply, filed February 1, 2005, pp. 16-18.)

These statements certainly do supply some support for the propositionthat petitioner’ schronic joint
pain has been vaccine-caused. | do in this case, asin al Program cases, view with great respect the
opinions of physdans who have actually treated the petitioner. But, as explained above, the issue of
whether a rubdla vaccination can cause chronic arthropathy is an extremely complicated area on the
“frontier” of medical knowledge, where eventhe few specidist physcians who have closgly studiedthearea
admit that their understanding is very limited. My impression, from spending muchtime during the last 13
years sudying thisissue, isthat veryfew generd practice physcians or evenrheumatol ogists have done any
particular udy of the issue of whether the rubella vaccine can cause chronic joint pain. Andit is unclear

21(...continued)
petitioner might be able to demondtratethat a certain portion of a syndrome was vaccine-caused, or that
avaccingion was a substantial factor in causng part or dl of the syndrome, if not the sole cause.
However, in this particular case the petitioner has not so demongtrated.

2The rubella vaccine contains aweakened, but live, form of the rubdlavirus. Thetheory isthat
such virus replicates itsdf in the vaccinee' s body, then remains active in the joint thereafter. See the
transcript of the omnibus hearing held on November 12 and 13, 1992, pp. 24-25, 320-326.

2Jmilaly, in the two other casesin which a petitioner diagnosed with FMS has claimed that al
or part of her FM'S symptoms were caused by arubdlla vaccine, those petitioners experts dso did not
clam that the rubdla virus actively invaded those petitioners’ fibroustissues. See Johnson v. Secretary
of HHS, No. 92-478, 1995 WL 61536 (Fed. Cl. Spec. Mstr. Jan. 31, 1995); Awad v. Secretary of
HHS, No. 92-79V, 1995 WL 366013 (Fed. Cl. Spec. Mstr. June 5, 1995).
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whether petitioner’ streeting phys cians, whose notations are cited by petitioner, have any more knowledge
in this area than the typica physician. As Dr. Brenner suggested, some of these physicians, upon firgt
seeing petitioner, may have noted an association between petitioner’ s arthropathy and her vaccination in
their notes, amply based upon petitioner’sown assertion of suchacausal connection. (Tr. 11-12,112-
114.) Inany event, in none of the cited notations do the physicians explanwhy they reachthar apparent
concluson. And none of those physicians has gpparently been willing to explain their notations oraly to
me in the course of this proceeding.

Inthese circumstances, | Smply must view with consderable caution the unexplained notationsin
the medica records suggesting a possible causd link between petitioner’ svaccinationand joint pain. And
ultimatdly, asto the very specidized and complicated issue of the causation of petitioner’ ssymptoms, | find
more persuasive the opinionof Dr. Brenner, agpecidist who routingly treats personswith joint complaints,
who has spent a great deal of time studying the issue of the possible causation of joint complaintsby rubdla
vaccinaion, and who has been willing to explain and defend his opinion of petitioner’s casein both a
detailed written report and ora testimony in this case,

Moreover, as indicated at pp. 20-21 above, one important point in analyzing petitioner’s firgt
argument isthat it ssems to makelittle sense as amatter of logic to separate out petitioner’ sjoint pain from
her other symptoms of FM S, for purposes of determining causation. And most of the notationsin question
seem to refer Smply to petitioner’ s joint complaints, not her overdl FMS.2* If any of these physicianshas
agood reason for concluding that it makes sense to attribute petitioner’ s joint pain, apart from her other
FMS symptoms, to her vaccination, such good reason smply does not appear in the medical records, so
these record notations Smply are of limited probative vaue.

Fndly, | note that there are dso some notations in petitioner’s medica records indicating that
certain of petitioner’s physcians were skeptical of the theory that her chronic joint pain was vaccine-
caused. For example, Dr. Sagransky wroteon July 7, 1992, that while he believed that petitioner did suffer
anacutereactionto the vaccine, he thought that by June 15 of that same year her symptoms did not fit the
pattern of a chronic post-vaccine athritis® (Ex. 5, pp. 2-3.) In addition, on February 3, 1997, an
infectious disease specidist, Dr. Marshal Williams?® wrote about petitioner that:

| certainly can’'t say she has pain due to Rubella. * * * The diagnosis of chronic arthritis
due to vaccination is not an acceptable diagnosis. * * * All of this could be due to some

%Three of those notations did seem to implicate the vaccination as a cause of the overall FMS,
| will discuss those notations below at pp. 23-24.

2| recognize that Dr. Sagransky apparently eval uated petitioner onbehdf of theinsurancecompany
of petitioner’ semployer for “workers compensation” purposes, so that hisopiniononthe issue of vaccine-
causation was hardly unbiased. However, his opinion is entitled to at least some dight weight, as a
counterweight to the opinions of the physcians upon whom petitioner relies.

*Based on the heading of the letter at Ex. 31, p. 24, aong with the references to “Dr. Marsh
Williams’ and “Marsh’s consderation” on Ex. 31, p. 23, it seems quite likdy that the author of Ex. 31,
p. 24, was Dr. Marshal Williams.
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unknown vird disease or Munchausen syndrome. | have suggested again to her that she
* * * get apsychiatric evauation.

Ex. 31, p. 24.

Further, additiond records indicate that certain other tresting physicians of petitioner smply
seemed unsure of the cause of petitioner’s joint pain and FMS. For example, on April 7, 1997,
Dr. Russ| Labowitz, arheumatologist, wrote aletter acknowledging that petitioner had previoudy had a
diagnogs of “pogt-Rubdla viremid' (Ex. 31, p. 33), but dso noting the fact that Dr. (Marshdl) Williams
did not concur (id. at p. 34). Dr. Labowitz seemsto have smply taken no position as to the cause of
petitioner’ s chronic symptoms.

Therefore, it isfar to say that petitioner’ streating physicians have beendivided inthar indinations
asto cause of petitioner’ schronic symptoms. And, inany event, after consdering the“ causation” notations
of all of petitioner’ s physicians, whether pointing toward vaccine-causationor the other way, inthe context
of the overall evidence discussed above, | Smply reach the conclusion thet it is not “more probable than
not” that petitioner’s chronic arthropathy was vaccine-caused.

VI

PETITIONER HASNOT DEMONSTRATED THAT HER
FMSWASCAUSED BY HER RUBELLA VACCINATION

Petitioner’ ssecond argument isthat her rubdlavaccinationcaused not only her chronicjoint pain,
but also her overall FMScondition. Petitioner’ sargument concerning thisissueiscontained a pp. 18-20
of her initid post-hearing brief (filed December 3, 2004) and pp. 9-11 of her post-hearing reply brief (filed
February 1, 2005). At p. 20 of theformer brief, petitioner asserted that petitioner’ s* fibromyalgiaresulted
fromher arthropathy, whichwas caused by her MMR vaccine” Remarkably, however, petitioner’ sbriefs
offer no explanation whatsoever as to how petitioner’s arthropathy might have caused her FMS.
Petitioner does no more than to cite to three places in petitioner's medica records in which certain
physiciansindicated, without explanation, the view that petitioner’s FMS was related to her vaccination.
Spedificaly, on November 15, 1993, Dr. Stephen Hefferen wrote “probable post-MMR syndrome as
manifest by fibromyalgias, polyarthropathy, and polyneuropathy.” (Pet. Ex. 14, p. 3.) On February 17,
1994, Dr. Aubrey Tingle wrote asfollows:

On the basis of the clinica history provided to me, | would express the medica opinion
that the dinicd higtory is most compatible with a post-rubella vaccine-associated
arthropathy with associated secondary fibromyagia
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(Ex. 21, p. 4.%") And, on December 17, 1996, Dr. Susan K eithnoted “fibromyalgia secondary to adverse
reactionto MMR.” (Ex. 31, p. 12.)

As noted above, | generdly respect the opinions of physcians who have actudly treated a
petitioner, and | respect the opinion of Dr. Tingleaswdl. But asaso noted above, | can give only limited
weght to unexplained medica record notations, when the authors of such notations are not available to
explan why they reached their gpparent conclusons. Again, | must give greater weight to the testimony
of Dr. Brenner, a qudified rheumatologist who has treated many FM S patients, who has studied the
literature withrespect to FM S, who has studied virtudly dl of petitioner’ slengthy medica file, and who has
been willing to defend and explain his opinion concerning petitioner’s case?®

| stress that petitioner Smply has provided no evidence at all upon which | could base a
concluson tha her MMR vaccination caused petitioner’s FMS, beyond the three above-quoted
unexplained notationsin petitioner’ s medica records. Petitioner has not presented any expert testimony,
athough apparently for many years she sought an expert to testify on her behaf. She has not supplied any
medicd literaturewhatsoever about FM'S, much lessany literaturethat suggeststhat an MMR vaccination,
or any other vaccination, cancause FM S. Her posthearing briefsdo not even suggest a theory as to how
the vaccination might have caused her FMS. As previoudy noted, her brief asserted that the vaccination
caused her arthropathy, which in turn “resulted” in her FMS, but did not even suggest a theory asto how
the arthropathy might have caused the FMS%

2'Dr. Tingle, the same physician who testified as an expert for petitioners in both of the above-
described “omnibus hearings’ concerning the generd rubellalarthropathy causation issue, never actudly
treated petitioner, but she sent medical records to his office, and he provided awrittenopinionconcerning
her case.

8petitioner has criticized Dr. Brenner as overzedoudy assuming the role of an “advocate’” rather
than an expert witnessin thiscase. | cannot agree. While Dr. Brenner was certainly blunt in criticizing
certain notations in petitioner’s medica records, based onthe record in this case those criticisams seem to
have been largely judtified. | conclude that Dr. Brenner was giving me his honest opinion concerning the
case, and | found his testimony to be knowledgesable and persuasive.

PPetitioner has aso pointed to the fact that in the “Respondent’s Report” filed in this case on
May 2, 1994, respondent conceded that petitioner’ schronic joint pain met the origind “ causationcriterid’
that | had set forth in my “1993 Order.” The respondent indicated in that report that, because petitioner’s
joint pain met those criteria, respondent would not contest that petitioner’ s chronic joint painwasvaccine-
caused. Respondent then added the following footnote:

While Ms. Snyder’ smedicd recordsindicatethat she suffersfromfibromyalgia, it appears
that this diagnosis in this particular case was incidenta to her presumed post-rubella
vaccinationpolyarthropathy. For instance, Ms. Snyder’ srecords do not indicatethat she
auffered from any pre-vaccination stressors which serve as indicators of fibromyagia

(P. 2,fn. 1, emphasisin origind.) Petitioner ssemsto imply that this positiontaken by respondent in 1994
(continued...)
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Indeed, the only substantid evidence concerning FMS presented in this case came from
respondent, in the form of four articles about FMS (Exs. C, D, E, and F, filed on September 23, 2004),
plus Dr. Brenner’ s writtenreport and oral testimony.*® Themedicd literaturefiled by respondent indicates
that the cause of FMSis gill not well understood by medica scientists. Based upon the medica articles
filed in this case, it gppearsthat in recent years some medica scientists have classfied FM S as one of the
“functiond somatic syndromes,” aterm describing severd syndromes “characterized more by symptoms,
suffering, and disability than by disease-specific, demonstrable abnormdities of structure or function.”
(Ex. F, p. 910; seedso EX. E, p. 565.) Apparently, some medicad scientists are leaning toward the view
that FM S isadisorder in which the patient hasa hypersengtivity to pain, perhaps aresult of a disturbance
inthe way that the person’ s central nervous system processes sensory information. (Ex. D, pp. 687, 690-
91, 698; Ex. E, p. 567.) This hypersengtivity is postulated to be the result of a*“genetic predisposition,”
which may be activated by an “environmentd trigger.” (EX. E, p. 567.)

29(...continued)
is reason for me to conclude now that petitioner’ s FM S was vacci ne-caused.

It istrue, of course, that respondent in that report conceded that petitioner’s case did meet my
“causation criteria,” dthough respondent never conceded that those criteria were necessarily valid, from
1993 through the late 1990's, in Program cases whichmet the criteria, respondent waswillingto negotiate
withpetitionersto arive at afigurefor compensationfor arthritisand/or joint pain. And respondent was
smilarly willing to negotiate with the petitioner in this casefor compensationfor her joint pain. But when
petitioner sought compensation for other symptoms in addition to joint pain--symptoms of her FM S--
respondent balked, arguing that petitioner had not proved that her other FM'S symptoms were vaccine-
caused. And the parties then agreed that petitioner would need to obtain expert opinion supporting her
clam that her other symptoms were vaccine-caused.

Thus, when respondent stated in the “ Respondent’ s Report” that petitioner’s FM S appeared to
be “incidentd” to her “presumed post-rubella vaccination arthropathy,” respondent clearly was not
conceding that petitioner’s FM S was caused by the vaccination; nor is it clear that respondent was
conceding that the FM S resulted from petitioner’ s arthropathy.

Moreover, the available evidence, concerning both FM S and the theory that the rubella vaccine
can cause chronic arthropathy, has smply changed since 1994.

And, findly, an off-hand statement by a party in a pleading Smply does not condtitute “ evidence”’
concerning the scientific question of whether a certain vaccination caused a certain injury. Inthiscase, as
explained above, there was cartainly no clear-cut concession by respondent that petitioner’ s FMS was
vaccine-caused. Therefore, it was clearly the petitioner’s burden to introduce evidence sufficent to
support the theory that her FM S was vaccine-caused. Unfortunately for petitioner, she has faled to do
s0. Therefore, whileit seemsunusud and unfortunate that | would haveto deny petitioner’ sclaminacase
in which the respondent once stated that respondent would not contest a part of that claim, petitioner’s
ultimate failure to supply adequate evidence for her clam leaves me no choice but to do so.

3The record asoindudes an additiona article about FM Sthat | placed into the record on April 6,
2005.
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Dr. Brenner, in his oral testimony, acknowledge that, in persons who are susceptible, FMS
gpparently can be “triggered” by trauma, disease, or other stressors. He noted that physical or
psychologica trauma has beenthought to trigger casesof FM S, and also two illnesses, Lyme Disease and
Hepatitis C, have aso been recognized astriggering FMS. (Tr. 22-23, 29, 54-57, 94-96.) Thefact that
those two illnesses are thought to “trigger” FMS, of course, makes one consder the possibility that other
illnesses might trigger FMS. 1t is undisputed that the rubella vaccine sometimes does cause an acute,
short-lived form of the rubdladisease, often involving polyarticular joint symptoms. (See, e.g., Ahern,
1993 WL 179430 at *3-*4.) And it appears that petitioner’ s symptoms in February of 1992--i.e., rash,
fever, sorethroat, lymphnodes, and joint pains--may have constituted such areaction.®! Could this acute
reaction have triggered petitioner’'s FMS? Or could this acute reaction, dong with joint pain that
continued in petitioner for some weeks thereafter, have triggered the FMS?

Such a scenario seems vagudly possible, but the available evidence certainly does not show such
possibility to be “more probable that not.” Of course, no expert witness has explained why such ascenario
might belikdly . And Dr. Brenner’ stestimony wasto the contrary. Dr. Brenner testified thet the available
medicd literature concerning FM S contains no evidence of an association between the rubella vaccine, or
any vaccing, and FMS.  (Tr. 23-24.) He opined that it was “highly unlikely” that an acute reaction of
petitioner to the rubella vaccination triggered her FMS. (Tr. 97.) Dr. Brenner explained that in the cases
inwhichLyme Disesseisthought to trigger FM S, thereisalong period of Lyme Disease beforethe FM'S
develops. (Tr. 96.) Therefore, he opined, “you can’'t generdize,” from the fact that Lyme Disease seems
totrigger FM S, to the conclusonthat other illnesses can trigger FMS. (Tr. 96.) Hefurther explained that
an acute rubella vaccine reaction would be too short-lived to trigger FMS. (Tr. 98.)

Further, it is dso important that while petitioner had the onset of her joint pain about February 24,
1992, it was only about amonth later, in late March and early April, that she began reporting paininnon-
joint areastypica of FMS. (See, e.g., EX, 4 p. 3, March 23--“bone pain” and “buttocks’ pain; Ex. 4,
p. 4, April 1--“left leg pain” in between joints;, Ex. 4, p. 5, April 2 - - “thighs tender.”) And on April 8,
1992, Dr. Cilurso found “multiple tender points’ in petitioner, and diagnosed fibromyagia. (Ex. 4, p.7.)
Therefore, petitioner’ s history is quite different from the Lyme Disease experience, inwhich, according to
Dr. Brenner’ stestimony, there is along period of Lyme Disease beforethe onset of FM S, In petitioner’s
case, dassic FMS musde pan symptoms seem to have gppeared only about a month after petitioner’s
initid joint pain. Accordingly, as Dr. Brenner explained, it does not seem reasonable to conclude, based
upontheexperiencewith Lyme Diseasetriggering FM S, that the rubdla vaccinetriggered petitioner’ sSFM S
inthis case.

3LAssuming, as| do, that petitioner did suffer anacutereactionto the vaccination, neverthelessshe
would not qudify for a Program award on account of that acute reaction, because the evidence does not
demondtrate that petitioner suffered residual effects from the acute reaction lasting more than six months.
8300aa-11(c)(1)(D)(i).
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Inshort, petitioner has smply failed to offer any evidence, beyond the three unexplained medica
record notations, to support her theory that an arthropathic reaction to her rubella vaccination resulted in
her FMS. The record in this case simply does not support that theory.

VIl
CONCLUSION

It is clear that the petitioner has suffered a terrible, tragic downturnin her life. Sheis certainly
desarving of great sympathy for her condition. As the above discussion indicates, however, | must
conclude that petitioner does not quaify for a Program award. Absent atimey mation for review of this
Decison, the derk shdl enter judgment accordingly.

George L. Hadtings, Jr.
Specid Master

%] note that Chief Special Master Golkiewiczrecently filed aruling in Lee v. Secretary of HHS,
No. 03-2479V (published citation not yet available) (Fed. Cl. Spec. Mstr., reissued for publication on
May 6, 2005). | have read and consdered that ruling, in which that special master concluded that a
Hepatitis B vaccination likely did trigger an acute reactionto the vaccine, whichinturn triggered a case of
FMS. A mgor difference between that case and this case, in addition to the difference in the type of
vaccine, isthat inLee the petitioner offered the case-specific writtenand oral testimony of aqudified expert
witness, who opined concerning the causation question and who explained and defended her reasoning.
The Chief Specid Magter found that testimony to be persuasive. Inthiscase, in contrast, as noted above,
the petitioner offered no evidence whatsoever, concerning the issue of the trigger of the FM' S, beyond the
unexplained medica record notations of certain physicians.
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